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Dallas District
3310 Live Oak Street

December 21, 2000
Dallas, Texas 75204-6191

Ref: 2001 -DAL-WL-07

WARNING LETTER

CERTIFIED MAIL
RETURN RECEIPT REQUESTED

Mr. Peter H. Schouten, Owner
P & L Schouten Dairy
Route 1, BOX452/ CR229
Hico, Texas 76457

Dear Mr. Schouten:

An inspection of your dairy operation by an investigator of the Food and Drug
Administration (FDA) on June 7 and 15, 2000, confirmed that you offered an animal for
sale for slaughter as food in violation of Sections 402(a) (2)( C)(ii) and 402(a)(4) of the
Federal Food, Drug and Cosmetic Act (the Act). A food is adulterated if it bears or
contains a new animal drug (or conversion product thereof) which is unsafe within the
meaning of Section512 of the Act [Section 402(a) (2)(C) (ii)].

on September 14, 1999, a h dairy was delivered for
slaughter as human food a USDA assigned the
animal back tag #l 144. 318) of tissue samples
collected from this animal identified the presence of oxytetracycline at 74.00 ppm in liver,
17.00 ppm in muscle, and 52.00 ppm in kidney. A tolerance has not been established for
oxytetracycline in the edible tissue of dairy cows, therefore, the presence of this drug
causes the food to be adulterated.

Our inspection found that you hold animals under conditions that are so inadequate that
diseased animals and or medicated animals bearing potentially harmful drug residues are
likely to enter the food supply. For example, you lack an adequate system for assuring
that drugs are used according to the directions contained on the label. You also lack
complete medication records, and a system for assuring that medicated animals have
been withheld from slaughter for appropriate periods of time to permit depletion of
potentially hazardous residues of drugs from edible tissues. Food from animals held
under such conditions is considered to be adulterated [Section 402 (a)(4) of the Act].

Your Daily Dairy Records document that the dairy cow slaughtered on September 14,
1999, was treated daily with Terra (oxytetracycline) from September 9 through September
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FDA’s inspection files on your dairy contains documentation of a previous violative drug
sue of a dairy cow offered for slaughter by your dairy at,-

‘,on January 14, 1999. USDA analysis found penicillin above the
.-.established tolerance in the kidney of the animal and notified you of this residue violation

by letter dated January 22, 1999. The Texas Department of Health investigated that
violative residue on March 25, 1999, determining the animal had been medicated at your
dairy on January 12, 1999, with an injectable penicillin drug bearing a label statement
warning of the requirement to withdraw the drug from cattle 10 days prior to slaughter.

The above is not intended to be an all-inclusive list of violations. You should take action
to correct these violations and to establish procedures to prevent their recurrence.
Failure to correct these violations may result in regulatory action without further notice,
such as seizure and/or injunction.

You should respond to this letter in writing, describing the specific steps you have taken
to correct the noted violations, including an explanation of each step being taken to
prevent the recurrence of similar violations. Also, you should include copies of any
available documentation demonstrating that corrections have been made.

Your reply should be sent to James R. Lahar, Compliance Officer, at the above letterhead
address. If you have questions about this letter, you may call Mr. Lahar at 214655-5318,
517.

Sincerely yours,

.+-3*
G~ Michael A. Chappell

Dallas District Director
t
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